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-- The MAILING DATE of this communication appears on the cover shoot with tho correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )I3 Responsive to communication(s) filed on 04/01/04 and 5/06/04 . 
2a)El This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-11 is/are pending in the application. 

4a) Of the above claim(s) 9-11 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) I3 Claim(s) P8 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's traversal arguments have been fully considered. Applicant argues 
that the inventions have unity with one another because of a common technical feature 
that is present in both inventions, measuring caspase-3 activity as an indication of virus 
activity. Applicant also argues that the fact that Group II also contains additional steps 
to Group I claims does not take away from the noted technical feature being present in 
both sets of claims. Applicant's arguments has been fully considered, however, it is not 
found persuasive because the inventions lack unity with one another. The invention of 
Group I is directed at a method of assaying potency and stability of a virus, whereas, 
the method of Group II is directed to a method of identifying a stabilizing formulation for 
a virus, as originally filed. As identified in the previous office action, the special 
technical feature of Groups l-ll is the active method steps that are recited in each group. 
The method step that is recited in Group II is different from that of recited in Group I. 
Group II requires the infections of cells with a virus that is stored in a test formulation, 
and measuring the caspase-3 activity induced by the virus as an indication of virus 
activity to determine the whether if a formulation is stabilizing. Yet, the method step of 
Group I requires contacting cells with a virus, and measuring caspase-3 activity as an 
indication of viral activity. Furthermore, the method steps recited each group is not 
required for the other. These two sets of invention lacks unity with one another. 
The requirement is still deemed proper and is therefore made FINAL. 
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Status of Claims 

2. Claims 1-19 are pending. Claims 1-8 and 18-19 are under examination and 
claims 9-17 are withdrawn from examination. 

Sequence Compliance 

3. Applicant's 04/01/2004 response places the instant application in sequence 
compliance. 

Miscellaneous 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Objections 

5. The claim objection(s) against the following claims are withdrawn for the reasons 
set forth below: 

Claims 1 -6 and 6-8 because of Applicant's amendment which corrects the 
delimitation error noted by the examiner in the previous office action. 
Claims 1-8 because of Applicant's amendment, which provides consistency 
between the action, recited in the preamble of the claims and the last method 
step. 

Claim Rejections - 35 USC § 112 

6. The 35 U.S.C. 112, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as 
the invention, rejection for: 
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Claims 1-8 for lack of clarity between the action recited in the preamble of the 
claims and what is accomplished in the final step of each method is withdrawn in view of 
Applicant's amendment to provide consistency between the preamble and the last 
method step. 

Claim 7 for the recitation of "two or more time intervals" is hereby withdrawn in 
view of Applicant's amendment, which clarifies what is intended by such recitation. 
7. Claims 1-8 remain rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Applicant argues that pages 5-12 of the instant specification illustrates that 
measuring caspase-3 activity at different times or in different formulations gives an 
indication of viral potency and stability. Additionally, Applicant argues that the examples 
provided in the specification demonstrates that the causes for apoptosis by Villa et al., 
cited by the Examiner in the previous office action, would not prevent the skilled artisan 
from practicing the claimed invention. These arguments has been fully considered, 
however, it is found not persuasive. 

The examples, particularly pages 5-12 of the specification were fully considered 
and reconsidered. The examples on cited pages only teach that measles, mumps and 
rubella viruses induce caspase-3 activity. The examples do not teach a nexus between 
the level of caspase-3 activity measured and viral activity, wherein viral activity reads on 
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viral stability and potency-as discussed in lines 18-26 of page 1 of the specification. 
Furthermore, Applicant has not provided any evidence that would provide a correlation 
between viral activity and caspase-3 activity. While is taught in the art that particular 
viruses induce caspase-3 activity, wherein the activity (caspase-3) mediates apoptosis, 
however, it is unclear how the level of caspase-3 activity measured by the claimed 
method can be used to render a conclusion on viral activity, including viral potency and 
stability. Additionally, Applicant has not taught one skilled in the art how to account for 
the apoptosis that occurs as a result of different environmental conditions, other than 
viral infectivity. Without such nexus and correlation, one skilled in the art would not be * 
able to practice the instantly claimed invention without an undue burden of 
experimentation. This is so because in order for one skilled in the art to practice the 
claimed invention, they must i) determine a nexus between caspase-3 activity and viral 
activity, including viral potency and stability, and then ii) correlate the level of caspase-3 
activity observed with viral activity, including potency and stability. Such 
experimentation would be an undue burden upon one skilled in the art. 

Therefore, with Applicant's arguments fully considered, the enablement rejection 
stands. 
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Conclusion 

8. No claim is allowed. 

9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Emily Le whose telephone number is (571) 272 0903. 
The examiner can normally be reached on Monday - Friday, 8 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on (571 ) 272-0902. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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